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Review the attached letter from the registrant.

Submission

The registrant has asked the agency to consider “a tiered approach"
to safety testing while allowing a conditional registration as the
data base is being completed.

Response

The registrant has made the noted request based on “the
exceptionally favorable SAN 835H toxicological profile to date". It
is not clear what is meant by "Ya tiered approach" since the data
requirements in a given tier can be contingent on results of

studies completed in a previous.tier. Is this the approach that
they are proposing? .

Regardless of the classification of the compound (herbistat or
herbicide), 158 Guideline toxicity data requirements for a food-use
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end-use product (proposed for use on corn) must be satisfied. It
should be noted that toxicity data generated to date are from
acute, subchronic and developmental and 2-generation reproduction
pilot toxicity studies. There has been no assessment of potent1a1
long-term adverse effects or genotoxicity.

The proposal regarding conditional reglstratlon while a safety data
base is being fulfilled should appropriately be addressed by Agency
risk managers.

TB II is willing to consider any specific proposal that the:
registrant might have for satisfying the safety data base, however,
this proposal should be submitted in writing for our evaluation.



